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Real-World Study Links Pfizer Vax to High 
Risk of Myocarditis 


— Though separate cohort found even higher risk with COVID infection 
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August 25, 2021 


The Pfizer COVID-19 mRNA vaccine was found to be associated with a threefold 
increased risk of myocarditis, according to a real-world case-control study from Israel. 


Vaccination had a strong association with an increased risk of myocarditis (risk ratio [RR] 
3.24, 95% CI 1.55-12.44), as well as increased risks of lymphadenopathy (RR 2.43, 95% CI 
2.05-2.78), appendicitis (RR 1.40, 95% CI 1.02-2.01), and herpes zoster infection (RR 1.43, 
95% Cl 1.20-1.73), reported Ran Balicer, MD, of Clalit Health Services in Tel Aviv, and 
colleagues. 


However, in a separate cohort, infection with SARS-CoV-2 was associated with a higher 
risk of myocarditis (RR 18.28, 95% Cl 3.95-25.12), as well as other cardiovascular 
complications, including acute kidney injury (RR 14.83, 95% CI 9.24-28.75), pulmonary 
embolism (RR 12.14, 95% Cl 6.89-29.20), and intracranial hemorrhage (RR 6.89, 95% Cl 
1.90-19.16), the authors wrote in the New England Journal of Medicine. 


They noted that vaccination was "substantially protective" against anemia, acute kidney 
injury, intracranial hemorrhage, and lymphopenia. 


Balicer's group examined data from the largest healthcare organization in Israel to 
compare incidence of adverse events among vaccinated individuals versus unvaccinated 
individuals, and estimated the effects of SARS-CoV-2 infection on these adverse events. 


Participants in the vaccination cohorts were 16 years old and older, had been in the 
health organization for a full year, had no prior COVID-19 infection, and had no contact 
with the healthcare system in the last 7 days. Notably, populations with confounders, 
such as healthcare workers, long-term care facility residents, or people confined to their 
home for medical reasons, were excluded. 


From Dec. 20, 2020 to May 24, 2021, eligible people vaccinated on a particular day were 
matched to eligible unvaccinated controls by age, sex, place of residence, socioeconomic 
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status, and population sector. The study included 21 days of follow-up after the first and 
second doses of Pfizer vaccine. For each adverse event, patients were followed from the 
day of matching until documentation of the adverse event, 42 days, the end of the 
study period, or death. 


To "place the magnitude of the adverse effects of the vaccine in context," Balicer and 
team also estimated the effects of SARS-CoV-2 infection on these same adverse effects 
during the 42 days after diagnosis. 


Overall, 884,828 people each were included in the vaccination cohort and the 
unvaccinated cohort, though 235,541 in the unvaccinated cohort had to be rematched 
following vaccination. The researchers also included 173,106 people with COVID-19 
infection matched with the same number of uninfected people. 


The median age of the eligible cohort of 1,736,832 people was 43, and 48% were women. 
Median age in the vaccination cohorts was 38. Median age of the infection cohort was 


36, and 54% were women. 


While it may be tempting to compare the risk differences between vaccination and 
infection, the authors cautioned against this. 


"The effects of vaccination and of SARS-CoV-2 infection were estimated with different 
cohorts,’ they wrote. "Thus, they should be treated as separate sets of results rather 
than directly compared.’ 


Limitations to the study included that study participants were not randomly assigned 
according to exposures, which could introduce confounding and bias, and that the 
matching process resulted in a study population whose median age was 5 years younger 
than the eligible population. In addition, certain high-risk populations were excluded 
from the study. 


Molly Walker is deputy managing editor and covers infectious diseases for MedPage Today. She is a 2020 J2 


Achievement Award winner for her COVID-19 coverage. Follow 





2 von 3 26.08.2021, 02:26 


Real-World Study Links Pfizer Vax to High Risk of Myocarditis | Med... https://www.medpagetoday.com/infectiousdisease/covid 1 9vaccine/942 13 


Disclosures 


This study was supported by the Ivan and Francesca Berkowitz Family Living Laboratory Collaboration at Harvard Medical 
School and Clalit Research Institute. 

Barda disclosed support from Pfizer. 

Balicer disclosed support from Clalit Research Institute. 


Other co-authors disclosed support from Clalit Research Institute, the CDC, and NIH, as well as various ties to industry. 


Primary Source 

New England Journal of Medicine 

Source Reference: Barda N, et al "Safety of the BNT162b2 MRNA Covid-19 vaccine in a nationwide setting” N Engl J Med 
2021; DOI: 10.1056/NEJMoa2110475. 


3 von 3 26.08.2021, 02:26 


